Application No.: 10/612,491 
Examiner: Yabut, Diane D. 
Response filed February 20, 2007 



Attorney Docket No.: USGINZ02112 



REMARKS 

Claims 1-7, 9, 16, 26-27, and 32-38 were pending in the application. By this 
amendment, claims 7, 35, and 37 have been amended. 

The following remarks are in response to the grounds for rejection of claims set 
forth in the Office Action. 

L Claim Objections 

Claims 7 and 37 were objected to because of "informalities" noted by the 
Examiner. The claims have been amended to resolve the informalities in compliance 
with the Examiner's requests. 

II. Claim Rejected Under 35 U.S.C. $112 

Claim 35 was rejected under section 1 12 due to insufficient antecedent basis for 
the term "the suture." The claim has been amended to provide the appropriate antecedent 
basis. 

III. Claims Rejected Under 35 U.S.C. S 103 

Claims 1, 3-7, 9, 26-27, and 32-38 were rejected as being unpatentable over 
Koike et aL (USP 6,056,760) in view of Gannoe et al. (USP 6,746,460) and Laufer et al. 
(US Pub. No. 2004-0194790). Claims 2 and 16 were rejected as being unpatentable over 
Koike, Gannoe, Laufer, and further in view of Matsui et al. (USP 6,352,503). These 
rejections are addressed below. 

No Prima Facie Case of Obviousness 

As an initial matter, Applicant notes that the varied subject matter contained in the 
references relied upon by the Examiner is itself indicative of the nonobviousness of the 
claims at issue. The varied devices, systems, and methods described in these several 
references are collected and combined in a manner that can only be the result of improper 
hindsight reconstruction based upon the claims at issue. Furthermore, and relatedly, the 
Examiner's attempts to set forth reasons why a person of ordinary skill in the art would 
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have been motivated to combine these references in the manners set forth in the Office 
Action are insufficient to set forth a prima facie case of the obviousness of the claims. 

For example, the primary reference relied upon in each of the rejections - the 
Koike patent - describes an intracardiac suturing device and method. The Examiner 
correctly describes several of the features disclosed in the patent that are comparable to 
elements in the present claims (e.g., a delivery catheter, a needle or piercing element, 
anchors, sutures, ejecting anchors from a distal tip of a piercing element). The Koike 
patent, however, contains no teaching or suggestion that its device or method (or any 
portions thereof) should be combined with the devices and methods described in any of 
the other cited references. The Gannoe patent, for example, discloses a space-occupying 
device for implanting into the gastrointestinal system of a patient. The Laufer publication 
discloses an instrument for reconfiguring tissue in the vicinity of the gastroesophegeal 
junction. The devices and methods disclosed in these references are intended for distinct 
purposes (suturing / device implantation / tissue reconfiguration) in distinct parts of the 
body (heart / stomach / gastroesophegeal junction). The Koike device is introduced to 
the patient's heart through the vasculature (see col. 5, 11. 32-55), whereas the Gannoe and 
Laufer devices are introduced to the patient's stomach via the esophagus. The Examiner 
provides no explanation as to why a person of ordinary skill in the art would have been 
motivated to combine selected portions of the devices and methods disclosed in these 
disparate references, much less why such a person would have completely ignored the 
portions of those references that teach away from such a combination. 

For example, the devices disclosed in the three references are physically 
incompatible with one another, making the combination suggested by the Examiner even 
less likely to have occurred to a person of ordinary skill in the art. The catheter of the 
Koike device, which is transported through the vasculature, will necessarily have much 
smaller diameter than is required of either the Gannoe or Laufer devices. The piercing 
member of the Koike device is operated using a push rod extending through a lumen 
extending the length of the catheter. There is no comparable lumen or push rod provided 
in either of the Gannoe or Laufer devices. The Laufer device is instead actuated using 
pull cables. These are but a few of the incompatibilities between these devices; there are 
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many more. On the other hand, there is nothing at all that would suggest to a person of 
skill in the art that the devices could possibly be combined in the manner suggested by 
the Examiner. 

In order to support a rejection of claims for obviousness under section 103, the 
Examiner is obliged to provide an explanation why one of ordinary skill in the art at the 
time the invention was made would have been motivated to combine the teachings of the 
cited references. M.P.E.P. § 706.020). to case > the distinct nature of the cited 
references and the incompatibility of the disclosed devices and methods precludes the 
Examiner from doing so. Accordingly, the Examiner has failed to establish a prima facie 
case of the obviousness of the rejected claims. The rejection of these claims should be 
withdrawn, and the claims allowed. 

Rejection of Claims L 6-7. and 38 : 

In the rejection of claims 1, 6-7, and 38, the Examiner states that the Koike patent 

discloses several of the device elements and method steps recited in the claims, but notes 

the following that is missing from Koike: 

Koike et al. discloses the claimed device except for a stabilization device 
disposed at the distal end, engaging the stabilization device to a tissue wall 
of the gastrointestinal lumen before advancing the catheter through the 
tissue wall, and advancing the delivery catheter and needle into the 
gastrointestinal lumen, or tract of a patient. 

The Examiner then notes that the Gannoe patent teaches delivering a delivery 
catheter into the gastrointestinal lumen "in order to reduce the amount of food 
desired by patients who may be obese." But the Examiner completely ignores 
that Gannoe's device and method for achieving this objective - indeed, the 
primary focus of the Gannoe patent - is to provide a space-occupying device to be 
implanted into the stomach. Nowhere does Gannoe teach or suggest using 
anchors disposed within a tissue piercing element for any purpose. Similarly, the 
Koike patent has nothing to do with treating obesity, or with any procedures to be 
performed within the gastrointestinal system. Nonetheless, the Examiner 
concludes: 



Page 9 of 12 



Application No.: 10/612,491 
Examiner: Yabut, Diane D. 
Response filed February 20, 2007 



Attorney Docket No.: USGINZ02112 



It would have been obvious to one of ordinary skill in the art at the time of 
the invention to provide a tissue piercing element into the gastrointestinal 
lumen, as taught by Gannoe et al, to Koike et al. in order to aid obese 
patients in managing the amount of food desired and eaten. 

Applicant strongly disagrees with the Examiner's conclusion, and respectfully submits 

that the Examiner has failed to identify any teaching that would have motivated a person 

of ordinary skill in the art to combine the Koike and Gannoe patents in the manner 

suggested. 

The failure is magnified by the Examiner's attempt to combine the Laufer 
publication's teaching of the use of a stabilization device with the combined teachings of 
the Koike and Gannoe patents. The Examiner states that the combination would have 
been obvious: 

since it was known in the art that tissue piercing elements may injure or 
tear tissue from translating or puncturing, as well as withdrawing, 
retracting movement if the tissue is not stabilized and a stabilization 
device may prevent injury to the tissue. 

Without conceding the Examiner's contention that this use of stabilizing devices was 

generally known for this purpose, the fact remains that there is no teaching or suggestion 

as to how the Laufer stabilization device would possibly be combinable with the Koike 

delivery catheter in view of the system incompatibilities discussed above, much less how 

all of the foregoing is then combined with the Gannoe device and method. 

In summary, the Examiner has failed to sufficiently identify any legitimate 

teaching as to why a person of ordinary skill in the art would have been motivated to 

combine the Koike, Gannoe, and Laufer references in the manner suggested by the 

Examiner to reject the claims. Accordingly, the Examiner has failed to establish a prima 

facie case of the obviousness of claims 1, 6-7, and 38. The rejection of these claims 

should be withdrawn, and the claims allowed. 

Rejection of Claims 26. 32. and 35 : 

In the rejection of claims 26, 32, and 35, the Examiner again relies on the 
combination of the Koike and Gannoe patents, stating: 
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It would have been obvious to one of ordinary skill in the art to provide 
the step of creating a tissue fold, as taught by Gannoe et aL, to Koike et 
al., since it was known in the art that obesity may be treated by forming 
folds in the gastrointestinal lumen which aids obese patients in managing 
the amount of food desired and eaten. 

Without conceding the Examiner's contention concerning knowledge in the art, the fact 

remains that the Koike patent has nothing to do with "forming folds in the gastrointestinal 

lumen" or any other methods relating to obesity treatment. There is nothing in either of 

these references, or in the art in general, that provides any motivation for a person of 

ordinary skill in the art to combine these references in the manner suggested by the 

Examiner. The rejection of claims 26, 32, and 35 should be withdrawn. 

Rejection of Claims 3-5. 9. 27. 33-34. 36. and 37 : 

The Examiner's rejection of claims 3-5, 9, 27, 33-34, 36, and 37 were based upon 
the same combinations of Koike, Gannoe, and Laufer discussed above. Accordingly, 
these rejections should be withdrawn for the reasons set forth above. 

Rejection of Claims 2 and 16: 

Claims 2 and 16 were rejected based upon the same combination of Koike, 
Gannoe, and Laufer, in further view of the Matsui patent. Applicant does not disagree 
with the Examiner's description of the Matsui patent. However, the Matsui patent does 
not supply any teaching or suggestion that would have motivated a person of skill in the 
art to combine the four references in the manner suggested by the Examiner. 
Accordingly, these rejections should also be withdrawn. 

Amendment and/or cancellation of certain claims is not to be construed as a 
dedication to the public of any of the subject matter of the claims as previously presented, 
but rather as an attempt to expedite allowance and issuance of the currently pending 
claims. No new matter has been added. 
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